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40 CFR Parts 720
[CPPTS-50593;FRL-3889-9]
RiN 2070-AC14
Premanufacture Notification;
Revisions of Premanufacture

Notification Reguiations; Proposed
Rute

AGENCY: Environmental Protection
Agency {EPA).

. ACTION: Proposed rule.

SUMMARY: Section 5 of the Toxic
Substances Control Act (TSTA)
mandates that the Environmental
Protection Agency (EPA, or the Agency)
review the potential health and
environmentsl effects of new chemical
substances prior to their manufacture or
import and teks action to prevent
uareascnable risks before they occur.
Saction 5(a8}(1) of TSCA requires that
persons notify EPA at least 90 days
before they manufacture or import 8
new chemical substance for commercial
purposes. Since 1979, EPA has reviewed
over 29,000 section 5 notices for new
chemicel substances. During the
intervening years, EPA has
implemeited a pumber of non-
regulatory initiatives which have
ensbled the Agency to review a growing
rumber of new chemical substances. In
order to achieve further efficiencies and
rescuxce savings for both EPA and
submitters of section 5 notices, the
Agency is proposing a number of
regulstory initistives to reduce the

administrative costs/burdens of the
section 5 new chemicals progrsm. There
proposals would allow EPA to
concenirate its limited regourcss on
identifying and controlling those
chemical substances most tikely to
present an unreascnable risk of injury to
health and the environment.

DATES: Comments must ba received by
April 9, 1993, If requested, EPA will
conduct public hearings on the

prop rule amendments. Requests to
make an oral presentation must be
received by April 9, 1893.

ADDRESSES: All commerts and requests
to speak et the public hearing must be
sant to: TSCA Document Contrel Office
{TS~790), Office of Pollution Prevention
end Toxics, Environmental Protection
Agency, Rm. E-201, 401 M St., SW.,
Washington, DC 204690, (Phone: 202
260-~1532).

Comments should include the dockst

*_control number. The docket control

number for this amendment is OPPTS—
50594. Since some comments may
contain confidential business
information (CBI), all comments must be
sent in triplicate (with additional
sanitized copies if CBI is involved).
Comments on this proposed rule will be
placed in the rulemaking record and
will ba available in the TSCA Public -
Daocket Office, Rm. NE-G—004 at the
above address between 8 a.m. and 12
noon and 1 g.m. and 4 p.m., Monday
through Friday, excluding public
holidays.

FOR FURTHER INFORMATION CONTACTY:
Susan B. Hazen, Director,
Environmental Assistance Division (TS~
799), Office of Pollution Prevention and

- Toxics, Environmental Protection

2

Agency, Rm. E~543-B, 401 M St., SW.,
Washington, DC 20460, Telephone:
(202) 554-1404, TDD: (202) 554-0551.

SUPPLEMENTARY INFORMATION:

Electronic Availability: This document,
aleng with three other related
documents, OPPTS-50594, 50595, and
53596 is available as an electronic file
on The Federal Bulletin Board at 9:00
a.ni. on the date of publication in the
Federal Registar. By modem dial (202)
512~1387 or call (202) 5121530 for
disks or paper copies. This document
and the related documents are
availabla in Postscript, Werdperfect,

>and ASCIH.

EPA publishad its final
prenanufactire notification (PMIN] rule
(40 CFR psrt 720) on May 13, 1683 (48
FR 21722) and subsequently amended
certain parts of the rule on Septamber
13, 1883 (48 FR 41132} and April 22,
1288 (51 FR 15096).



~

" to review or estimate the ] ropertres of

';.Notices, a submitter must ‘provide = -
‘chemical identity information that EPA"

Section 5(a)(1) of TSCA requires that
persons notify EPA at least 90 days
before they manufacture or import a
new chemical substance for commercial-
~ purposes. For the purposes of TSCA, a
- new chemical substancs is one that is
not listed in the Master File of the TSCA
Chemical Substance Inventory {“the.
-Inventory”), which consists of

substances reported under the Inventory :

Reporting Regulations (40 CFR part 710)
of 1977 and ¢ added via Notices of
Commencement of Manufacture or ’
Import (NOC)(40 CFR 720.102) from
submitters of premanu.facmre nonces
(PMN)

B. Hrstoxy/BatzonaIe

In this document EPA is proposmg to
amend the Premanufacture Notification
(PMN) Rule to reduce the costs of

administering the New Chemicals.

‘and to implement other -

efficiencies for EPA and submitters-. A

discusslon of the basis for these
roposed amendments follows:

: 1. Submzsswn of correct chemical

identities in section 5 notices and Bona

Fide Inventory search notices. Based on

the information reported to EPA, each
substance in the Inyentory is accurately
and uniquely identified by a chemical
name that is both systematic and
descriptive (either a Chemical Abstracts
(CA) Index Name or a CA Preferred =
Name). For each of the substances,
whose identities have not been claimed
as confidential business information -
(CBI) by its submitter, a Chemical -
Abstracts Service Registry Number
(CASRN) is also mlgned to further
- identify that substasce in the Invertory.
Since the compilation of the
Inventory in 1979, EPA has routinely
-conducted Inventory searches to -
determine whether each substance
newly reported in a PMN or a Bona Fide
Notice is already listed. Wkenever the
Agency can quickly determine that a
.Teported substance is already included
in the Inventory, a submitter of a Bona

" Similarly, rapid searches ofthe . ;" . -
" Inventory may preclude submitters of =

-review périods to expite. This may ™:

~; eliminate the expenditure of resources

considers sufficient to. accnratelyw-> %
describe the- substance in qiestion: For:

- requirements for Bona Fide Notices are
_stipulated at § 720.25(b)(2)(i). An

accurate chemical identity is not only
necessary for determining whether a
substance is included in the Inventory,
but also to accurateiy assess the risk of
a new substance and ensure that the

~ substance EPA reviews is precisely the -

substance the submitter intends to
manufacture or import. -

Over the past13 years of the PMN
program, EPA has spent a considerable
amount of time and resources '

" developing the precise chemical -~

identification data on PMN and Bona
Fide Notice substances thatare . - .
necessary for searching the Inventory
and accurately assessing risk. The
Agency’s resource expenditure on a
PMN or Bona Fide Nctice is significant
aven whsn the chemical identity
information is reported correctly. -

- However, at least 25 percent of the’
‘submitted notices contain errors,

discrepancies, or ambiguities in the
reported chemical identity information.
The process of identifying and notifying

- submitters of these problems, requesting

and receiving acceptable corrections for
the originally submitted information,
and keeping track of the delays and
suspensions of notice reviews during

" thke correction process multiplies the

Agency’s initial review burden and
utilizes an excessive amount of limited
Agency resources.
erefore, the Agency is proposing to

require that submitters of section 5
notices end Bona Fide Notices provide
for each reported substance the most
vurrently valid CA Index Name or CA
Preforred Name that is consistent with
TSCA Inventory listings for similar
substances, in order to reduce delays
caused by incorrect or ambiguous
chemical identities, to expedite
Inventory searches, and to save
resourcss. EPA believes this proposed
requirement would benefit submitters as
well as the Agen

.One of the pnncipal benefits of this *

' proposed amendment to submitters of
. Fide Notice does not have to file a PMN : '
. percentage of cases currently delayed or
L susﬁended due to chemical identity- -
section 5 notices from waiting for PMN .

new chemical notices is that the

problems would be significantly

“reduced, since submitters would have™ :
.. result in considerable time and resource- resolved most of the chemical identity

- savings for both industry and EPA, and -

problems. discrepancies, and 7
uncertainties before reporting - _
- substances to EPA. A lower percentage

* of cases being delayed or suspended
~;-would not only, correspond to a:
“reduction in the number of techmcal

inquiries and requests for additional

the administrative burdens involving

. would identify a

" would no longer havo to devote such
: correctcherﬁicaI identities and thé_ﬁffost
information ﬁ'omKPA. hut also decrease
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I Background PMNs, these requirements are specified suspended submissions thetbere
A. Authority R at § 720.45(a), and the corresponding currently borne by both the chemical

industry and EPA. In addition,
significant reductions in chemical
identity problems and administrative
delays would enable the Agency to issue
more rapid responses to Bona Fide
Notices.

The currently valid CA namestobe
required up front from submitters under

 this proposal would almost always be

consistent with TSCA Inventory listings -
for similar substances, since Chemical
Abstracts Service (CAS), the authority

- on CA nomenclature, assisted EPA in

developing chemical nomenclature for'
the Inventory. The Agency has to a
large extent, adopted CAS’ S
nomenclature conventions. Submitters
can consequently benefit from this
consistuncy by being able to know - °
before the start of the Notice review :
peried just how the Agency will idennfy
their substances for TSCA purposes.:
This knowledge would assist PMN
submitters who wish to prepare  ~ - -
chemical product literahire at an earlier
time that identifies the substance to.
potential customers, and in the case of
importers, to the U.S. Customs Service.
In addition, this information would help
reduce the need to submit PMN
corrections or chemical identxty
amendments. :
By establishing correct chemxcal L
identities before submitting Notices to
EPA, submitters could also more
capably conduct their own searches in -
public sources of Inventory data. Asa -
result, they would be able to determine :
more often when substances are already
included in the Inventory, thus avoiding
the submission of unn Notices.
Submitters’ early knowledge of -

.. correct substance identities would also

enhance the chemical industry’s
mpliance efforts with TSCA -

re tions. A number of submitters in

the past have at some point found -

themselves out of compliance with

TSCA by failing to submit PMNs or -

Inventory correction requests for certem

- substances they incorrectly thought -

were on the Invertory: The chance ofa’
submitter inadvertently violating TSCA .
due to his/her confusion about how EPA = ::L

would be largely reduced if submitters
knew ﬁrsthand ow their substances

* benefits from this proposal: The Agency”
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ipenditure, already significant for each
stice containing correct chsmical
\formation, is muitiplied when the
nsmical identity inf{ormation provided
v submitters is incorrect, incomplete,

r ambigucue.

This propcsed amendment would also
scititate and lower the Agency’s cost of
earching the Inventory for newly
eported substances. Since the Inventory
105 been continually developed based
»n CA nomenclature, Inventory searches
would be easier to perform and more
likely to identify matching listings with
the use of carrect CA nomanclature and
CASRNs provided by submitters.

In order to reduce tha chance that
persons would unknowingly submit
incorrect chemical namaes, this propossl
would sncourage submitiers to obtain
correct chemicsl identity information
directly from CAS befors reporting
substances in PMNs and Bona Fide
Notices. However, since the proposal
sllows submitters to obtain the specified
chemical names fromn any sourcs,
persons would not be required to obtain
this information from CAS.

2. Revision of the Bena Fide Natice
requirements for requesting Inventory
searches. Manufacturers and importers
are responsible for determining whether
a substance is 2 new chemical substance
under TSCA and therefore whether they
are subject to the section 5(a) notice
requirements. The published TSCA
Chemical Substance Inventery: 1985
Edition and the 1990 Supplement ta the
1985 Edition Of The TSCA Inventory
can often be used to determine whether
specific chemical substances are already
included in the non-confidential portion
of the Inventory. Computer tepes
containing chemical nemes listed in the
Inventory, which are updated on & semi-
annual basis and whicg’ the public can
purchasa from the National Technical
Information Service (NTIS), can be used
86 alisrnatives to the printed Inventory
editions for this purpose. In additicn,
persons may also choose to conduct
searches of the non-confidential portion
of the Inventory by accessing the
services of any of several commercia!l or
government databases containing
Inventory substance information. In
1986, EPA discontinued.its service of
responding to public requests for
routine searches of the non-confidential
portion of the Inventory. However, the
Agency continues to raspond to written
Inquiries regarding coraplex chemical
identification issues or clarification of
Iuventory nomenclature or listing
policies,

) Su{)siances for which the chemicsal
identities are claimed as CBI are listed

¥ TSCA accession numbers and generic

émical names in the publicly

available Inventory. Each generic nama
describes s possible set of similar
subistances in order to serve as a masked
identity fer a specific confidential
chemical substance. If & chemical
substance is listed on the public
Inventory under & generic chemical
neme, it is vsually difficult for the
public to determine whether a specific
substence consistent with that generic
name is really a new or existing
substance under TSCA. It has always
been the Agency’s responsibility under
the statute to protect from public
disclosure any information reperted
undar TSCA that submitters claim as
CBL EPA protects each confidential
substance identity by publishing only
the gensric chemical name chosen or
agreed to by its submitter. ,
To enable & person to know if & given
substance maiches a confidential
cherzical substance identity listed in the
Inventory, EPA established procedures
&t § 720.25(b) to inform persons whathar
a substance they intend toc menufacture
er import is already included in the
Inventory, or whether the substanceis
considered a new chemical substance
subject to the section 5{a) notification
requirements. Under these procedurss, a
persen requesting this information from
EPA first must demonstrate a bona fide
intent to manufscturs or import the
substance by submitting in writing the
information required at § 720.25(b}(2).
EPA will not honor any other request to
search the confidential portion of the
Inventory, since EPA can only disclose
the existence of a confidential inventory
substance to a third party upon the
Agency’s receipt of a Bona Fide Naotice,
as stipulated in the Inventory Reporting
Regulations and the PMN Rule, at
§710.7(g)(1) and § 720.25(b)(1),

respectively.

&gx‘-— theypast several vears, the
number of Bona Fide Notices submitted
to EPA hes steadily increased. Of the
Bone Fide Notice substances not found
in the Inventory, approximately half
have nct been subsequentlv reported in
PMNs by the submitters. This
phenomenon is unexpocted since in the
Bona Fide Notice submitters included
signed certification statements of their
intention to manufscturs or import
thesa substances for commercial
purposes. Furthar, there are & growing
number of Bora Fide Notices which are
found to be incomplets for which
submitters fail to subsequently provide
complste iaformation, long after EPA
notifies them that the minimum
informaticn requiremsnts bave not been
met. Thess circumstances imply that
many Bora Fide Notice submitters may
not have & demonsireble intent to
manufacture or import these substances.

&hthough EPA understands that
changing business situations cas nuliify
a company’s commercial intentions, it is
likely that many submitters hava
reported their boue fide intent
prematurely, perhaps before they bsve
sufficiently sssessed the technical
viability, markstability, or profitability
of the substance. The Agency belisves
that suhmitters should have reached,
positive decisions cn these end other
criteria before genuinely possessing
bona fide intentions to commercialize
substances. Alternatively, mary other
submitters may have conditicually
intended to commercialize certain
substances, depending on whether or
nat the substences were slresdy
included in the Inventcry. EPA believes
that peither of these circumstances is
consistent with a bona fide intent to
manufacture or import under TSCA,
according to the spirit and intent of
§§710.7(g)(1) and 720.25{(b}1).

Int an attsmpt to premote the
submission of Bona Fide Notices that
reflect serious commercial intentions,
EPA proposss to amend the PMN Rule
and the Inventory Reporting Regulations
by revising the requirements for Bona
¥ide Notices, such that the submitted
informstion would more clearly
demonstrate a genuine intention to
manufacturs er import e given
substance for & commercial purpose.
The Agency believes that the amended
provisions of this proposal represent a
well-balanced goff from the existing
information requirements and will help
to ensure the integrity of the Bona Fide
Notice program. The amended
provisions would not require submitters
to generate any new information that
they would not already be likely to
know at the time they truly have bona
fide intentions. The required
information concerns hasic business snd
technical guestions that eny submitter
would have elready answered in order
to make an informed decisicn to
manufacture or import a substance. If
one has not altsady invested the time
and effort to seriously think ahout and
answer the types of questions posed by
the amsnded provisions, the Agency
believes that it is highly unlikely that
this person has esteblisked a bona fide
intant to manufacture or import tha
substance. Thus, the revised provisions
should not constituts an increesed
burden tc submitters, since perscns
wiih a damonstrable bona fide intent
should have already answered thess
guestion:s bafore s manufecturing or
importing decision is reeched, and
would ba ably to benefit from or utilize
ths infoermation davelopsd and ebtained
in responding to the questions.
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EPA believes that these amended
_revisions would also improve the
* Agency'’s ability to protect the CBI of
persons submitting notices under TSCA.
It has always been the responsibility of
EPA to protect from public disclosure
any information reported under TSCA
that submitters claim as CBI. According
to § § 710.7(g) and 720.25(b), a specific
chemical identity listed in the - -
confidential Inventory can only be
" disclosed to-a third party if that person
has demonstrated a bona fide intent to
manufacture or import the substance for
& commercial purpose. Under the
present provisions, however, there is the
chance that some CBI may be disclosed
to Bona Fide Notice submitters that, -
unknown to EPA, do not have genuine
. intentions to commercialize substances.
- Requiring Bona Fide Notice submitters
to provide the information requested by
the proposed amendments would
improve the-Agency'’s ability to protect
- the CBI of the original submitters of
Inventory-listed substances by. enablmg

. the EPA t6 be more selective about

which Bona Fide Notice submitters are .
entitled to receive specific CBI
concerning Inventory-listed substances.
Consequently, all submitters of PMNs
for substances subsequently added to.
the Inventory or initial Inventory
-. reporting forms could benefit from the
resulting enhanced integrity of the Bona
Fide Notice pro
woiuld not have to spend significant- -
_ Tesources processing notices that do not
represant serioua commercial e
- intentions; - -~ :
- 8. Amendment of the "Twa Percent .
Rule” for ponmers to allow submitters’
greater flexibility in determining the - .
amount of monomer or other reactant .
-used in the manufacture of a ponme.
The PMN rule requires reporting new -
polymers on the basis of the amounts of
monomers and other reactants used in
the reaction, “es charged” to the
reaction vessel, and on the dry weight
of the polymer manufactured. This

- approach, which has been in effect since-

_ the Inventory reporting regulations were

published on December 23, 1677 (42 FR-

64572), was adopted because the -

- Agency and the ated commumty

. beliaved it would be difficultto idennfy
- the exact amount 6f monomers or:. -

" “reactants incorporated in the final

polymet..The method of reporting the

RS percent composition of monomers and-

~ other reactants “‘as charged” was viewed
- a8 a reasonable approach by ch’ mical -

Due to advanced analyhcal

ise ' '_reactorin’ quanﬁhes slgmﬂcantly large
v than the amountxfound to be o

. In sddition, EPA‘ .

P
~identifying many polymers'based on

_ manufacturers the option of determining

the amounts of monomers and other

reactants that are “in chemically -

combined form"” (incorporated) in a
polymer as an alternative to the current
practice of requiring reporting based on
the amounts added (charged) to the
reaction vessel. EPA has considered
industry’s request and is proposing an
amendment to the “Two Percent Rule”
to allow this optional re

procedure. The Agency believes that
allowing submitters to report on the
basis of amounts incorporated in the -
polymer could provide a better indicator
of physical, chemical, and toxicological
properties of polymers. At the same
time, this would allow manufacturers
greater flexibility in commercial
innovation, reduce the number of.
unnecessary PMNs represantmg slight

‘variations in polymer composition, and

provide grester consistency with
international reporting policies.
Howsever, as will be described below, -
the Agency believes there are certain
drawbacks and burdens involved in
using the method of computation based
on incorporatéd amounts of monomers
and reactants, - S
Under the pro , manufacturers
would still be allowed to use the .
“amounts charged” method to - -
determine the polymer chemical-- . -
identity. However, they would also have
the option of determining the. amounts
incorporated in the manufactured- -

_polymer. Ifa company chooses the latter

method; EPA beheves that itis. - -
reasonable to require that such ...
manufacturers maintain in their records
analytical data that demonstrate that the
amounts of monomers and other
reactants incorporated in the
manufactured polymer have been’
accurately determined. This wili allow
the Agency and the com [})any to verify
compliance in a straxgh orward - -
manner. .

EPA recognizes that it was a matter of
convenisnce, rather than one of science,
to have thus far required reporting of the
amounts of polymer reactants charged
rather than the amounts incorporated; -
the former method requires only

 “bookkeeping”, while the latter may

require extensive and axpenslve e
analytical work. - - -
er nearly 13. years of expenence

- w1th the Inventory and PMN reporting

rules, however, chemical manufacturers -
and EPA reviewers have come to realize

_ that the convenience.of the “amount _ -
. charged” approach has drawbacks, ,In" ;

articular, the current approach of -
monomers and reactants charged to the -

" properly represent

~ amount of hi

‘computation on the.“imput

incorporated in the tEolymar does not
e physical,
chemical, and toxicological properties

of the pol
dp l{m PMN rule, inefficiently
mcorporated reactants, reactants

* charged in large excess, and reactants

with other functions besides their
reactant ones are often likely to produce
reportable lymers, even the

of chemical mcorporation may
be than or equal to 2 percent. For
example. free-radical initiators are often
charged in quantities greater than 2
percent in order to start many polymer
chains simultanecusly and limit the
-molecular-weight
polymer produced. Chemical -
incorporation is inefficient, since many
processes other than chain initiation can
consume the initiator. The weight of the
final polymer that can be attributed to -

 fragments originating from the initiater -

is often less than two percent by weight.
A manufacturer may use many different -
initiators, all charged at greater than 2 -
percent, to produce what would be the
same polymer if the “incorporated”
method of computation was used. 'I'he .
result has been what many »
manufacturers believe to be excess = - -
Yortmg Similar problems arise with -
vents that have reactive functions,
and with neutralizing agents used in"
excess of their salt-forming capacities.
. Technical details concerning the “Two
.. Percent Rule” are contained in the
paper entitled, “Supporting Documenb
on Ccmputation of Weight Percent of
Reactants”’, which is available in the -
ublic docket for this document -
OPPTS-50593). . '
Since the Agsncy has always believed
the actual content of a golymer tobea

" better indicator of its physi

chemical, and toxicological pro;

and settled upon the “amount ed”
method of computation es a meiter of
convenience to industry, it now seems
reasonabls, in the light of experience, to
allow the submitter to optionally use the
amounts of monomers and other -
reactants mcorporated basing the
 charge”’.

as described in the public docket for
this document. Therefore, EPA is
proposing an-amendment to allow :
optional use of the method to determine -
- percentage composition based on the -
- amounts of reactants present in -~
chexmcally combined form in the

pol

o use of the “incorporated" method

. may have regulatory. consequenoes The
8 percentage of chemical mcorporauon of

a gwen reactant, and its “imputed -

charge valus, could possibly change
and resiilt in the n
addmonal section 5 nonce if. there was

to submitan - %
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a modification in the manufacturing
process, either inadvertent or
‘intentional, even if there was no change
--in the amounts and identities of the
reactants charged to the reaction vessel.
. Chenges-in reaction temperature, in the

notice within statutory timeframes,

must currently make multiple copies of

the PMN form and any accompanying -

. documents to make them availabla to

meny technical reviewers in the Agency
simultaneously. these copies -

- type of catalyst or solvent used, or in the presents difficulties in terms of time and

~ method and/or order of charging the

- reactants to the reaction vessel are
axamgles of such processing - -
- 'modifications that could possibly afiect
. .th of chemical incorporation
o and the “imputed charge’ of a given
_reactant when the charged amounts of .
- reactants remain unchanged. Such a
-change could hypothehcally cause the
weight percentage of a. minor reactant to
-increase from less than or equal to 2
- percent to above 2 percent, resulting in
- - the automatic tequuement that this
- reactant be included in the Inventory
. - description of the pelymer. If this -
- reactant was not originally intended to -
- - be included in the polymer identity for
-TSCAp
. could result in the' isolationofa .
- .different, reportable polymer substance -
- before a section 5 notice was submitted.
- Consequently, persens could find
- themselves in violation of the PMN
Rule, even though the charged amounts
- of the reactants had never been changed.
Compared to using the ‘‘as charged”
- method, it would be more difficult to -
- prevent this type of poteniial TSCA
violation when the computation method
- based on incorporation is used. Thus,
the potential regulatory liability to
industry could increase to the extent
- that the “incorporsted’ method is used..
The proposed amendments meke
- - clear that an Inventory correction
request or a PMN correction request
- received after the end of the notice
-~ review period wili not be allowed to
cover a new polymer identity that may -

- occur if a processing change causes the -

“imputed charge” valuse of a reactant to-
increase from less than or equal to 2
percent to above 2 percent, when
reported percent composition data are
based on-amounts incorporated. In
addition, an Invantory correction -

-request or a8 PMIN correction request
-received by EPA after the end of the -

ses, the processing change .-

expense to the Agency. For example,

some documents received are in non-

. standard sizes; or have other

- characteristics that make photocopymg

gifﬁcult Further, duplica}mn of - -
ocuments con CBI requires -

special handlinmming ures. These .

problems lead to inevitable time delays

for staff access to documents. Therefore,
“the Agency is proposing an amendment
to require that, in addition to the :

original copy of the section 5 notice end-

attachment(s), plus ane sanitized copy - _
e T ofa one-page NOC form, whichthe - = -

-Agency believes would enableé all NOC

- submitters to bemefit from the siravle, -

“in which CBI has been deleted,
submitters provide EPA with'two - ‘
~additional copies of the notice itself that
‘include all continuation sheets for -
‘nformation required in the notice and -
-- two additional copies-of test data, other
data, and any optional information ©
provided as attachments to the noties. - -
" 'EPA believes that this proposal will -
expadite the PMN review process by -
allowing reviewers to have access to the

documents in a more timely manner and‘

snabling the Agency toshift resources -

from photocopymg ices to smenuﬁc - all reporting facilities pmwdecenmnv =

reviews. - -~
- 5. Electronic tmnsnussmn of section 5
notices. EPA is proposing to amend -

. §720.40 to allow reporting via magnehc

or other olectronic media. Becauss the
- Agency-is still in the early stages of- -

plenning for reception of electrenic -

'submissions, it is premature to ‘specify
a format. However, the Agency is’
davelopmg standardized electronic
reporting formats and mechanisms sucix
‘as submission by magnetic tapes,
-diskettes, and electronic forms. EPA .
believes that transmission of
submissions via electronic media may
be quicker than mail, if Electronic Duts

erchange (EDI) is adopted as a :
transmission mechanism. In any case; -
-direct loading of data to a computer . -
" system is more efficient than keystroke
‘data entry and ensures data quality.

- notice review period will not be allowed Readers are referred to the Feder:

Ao cover a chan§e in the TSCA chemical- Register of July 30, 1990 (55 FR 31030} ~

- identity of a polymer that may occur if -
-a subnitter changes computation - -
methods from the.“incorporated”
‘method:to the *charged” method, or
-vice versa.-A chemicalidentity.
-correction request of this type wnll only
be aceepted if this request is.received by.

- EPA during the apphcabla socnon 5

: notice.review

»:,afsect:on 5-notices; EPA; in-orderto -.-
-xcompletens revxew -of aach sectxon 5-

. - calendar days.of the first day of ... -
period, - . manufacture or import foza. commermal *
-...4, Submission ofmultzp}e phatocopxes purpose,'nm ‘NOG must be submitted :.;

is norequimd repomng form for a NOE-

- for further discussion of the Agsncy 8-
hcg on electronic repomng
--8. Standard form for Notices. of w
Commencement {NOG]). Manufacmrers
. -and importers are required at ..
-§720:102(b} to. submit a NOC to EPA' .
- Document Control Officer within 30

by the PMN:submitter; Currently; there

. -text descri
-e§timate of accuracy. In.ordertaz «:
- incorporate.this policy into the PMN
* . -rule, the Agency has established a .

’workgronp to.analyze and. proposa

“requirements for this type of- specxﬁc
+~ information in:section 5 nohces in ordex .
;to-better. deseribe the sxtes of o iciein

Although EPA provides a voluntery one-
page NOC form to submitters with PMN
receipt acknowledgement letters,
submitters may use any type of letter or
form that includes the n

information. Many submitters muunely
use the NOC form, and its use hes
simplified EPA's receipt of NOC*
information. In cases where the -

- voluntary NOC form is not used, a -

significant number of NOCs has createdl
difficulty becduse they were not: -
recognized as NOCs or contamed

- confusing, missing, or unn

information. These problems have

- resulted in a waste-of time and e

resources for both submitters and EPA-

- . personnel who must pmpareormvxew’ K
- these notices. - o

EPA is proposmg the mandatory use .

quick NOC process that users ofthe -
voluntary form already posséss. The =
required use of such a form would also -

: reduce EPA processmg time for NOCs. -
c. Other Initiatives. Bemg Corisidered -

The Agency is.also considering the

) following initiatives but is not -

proposing any additional PMN rule

- amendments at this time: -

1. Development of reqmmments tbat

information about their geographic .

.. -loeation. To date, for PMN repaorting : -

. purposes, the Agency has requested. the
- street address of manufacturing, - -
.- processing,-and use facilities under the .

control of the submitter. The Agency is.

 currently considering developing

requirements for an EPA-wide policy

-which would require that all facilities -
-reporting under any EPA-administered
. program provide certain information
.. about their geographic location beyond
. -the general street address. This. -

information weuld assist environmental

.analyses and allow data to be integrated
. based on specific locational - . .-

.- information. In addition. this npproach
-would promote enbanced use of EPA’s

- extensive resources for cross-medxa

- environmental analysis and .-
.- mgnagement decisions.-The. poh ;i
.expected to.include:-latitude/ longnude

coordxnates. spemﬁcmethod used, a-,
ion of lacation; and an:

:lfh’eﬁgencyj
rpquestmg commentson -whether o
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information should be included in all
section 5 notices and NOCs. |
At some future date, the reporting
forms for all section 5 submissions may
" be revised to. provide space for the entry
_of latitude/longitude coardinates. for
each site-of manufacture, importation, .
or processing unde the submitter'’s
control, an indication-of the specific
method used to determine: coordinates,
a text description, and an estimate of
accuracy. Many companies. already
report this.data under other EPA rules,
so providing this data would notbe. - -
unduly burdensome. Also, it need only
be determined ance per facility, as the
latitude/longitude coordinates .
presumably wouldn’t change. Possible
-issues include the definitionof .
“facility”, as the site of research and

development activity may be different

than that of mepufacture or importatior. .
The pessible need to-suhmit additional -
and/ar updated locational data with the-
NOC is.alsa: studied. - .

2. Enhapced review of all con ﬁdentxalu
" claims submitted to the Ageney. The.

Agency is not propesing to amend the

language of the rule pertaining to CBE
Howaevar, EPA is giving notice that it
intends to review each PMN submission
containing a CBI claim and make
apEropriate determinations on the.
validity of that claim. This higher level
of scrutiny arises from EPA’s conclusion
. that claims for CBI protections are being
used indiscriminately without regard to
statutory or regulatory restrictions.
Because of this, and the need to handle
all claimed matserial as. CBI until suck
claims are verified, withdrawn, or
rejected, CBI procedures consume an
inordinately large.amount of Agency.
resources that may not be justified. -
EPA requests that PMN submitters
carefully review and tailor each CBE
claim so that only that information
whicn must be confidential is claimed
CBL Submitters should review the
statutory CBI provisions contained in
TSCA section 14, the general CBL
regisatory provisions contained in 40
CER cheptar I, §2.201, et seq..and the
specific PMN CBI reguiatory provisions
contained in 40 CFR 72084, et seq.
before makmgan)c conﬁdannahty
- claims.

Furtharmom, ifa subtmtter chooses to
submit a CBI claim in & PMN (or other
section & notice), the submitter mnst
- provide a copy of the submission:" .- .

(including a}}‘_health and safety data) for .
the public file with: all confidential date.
delated ax required at § mso(h)(z)
The failure to comply with this-

reqmrementmaymmlt mAhesPMN

_ of a €BL claim for eheniical identity in. *,
- the NOC, the chemical identity will ber ..
plmsd.nnﬁmpublinlnvenmmhm-:

" notice review period for the PMN

substance will not begin until the matter

- is rectified.
The conﬁdentiality provisions of the -

Rule take into consideration the various
requirements of the Act, including the -
need: (1} To provide nonconfidential

‘material to the publie, (2) to give EPA

information it needs to respond to
Freedom of Information Act {(FOIA)
requests, (3} toallow persons to assert
claims of confidentiality, and (4} to
reduce uncertainty about the criteria
EPA will use in making confidentiality
determinations.’

The regulated community is reminded
that confidentiality elaims asserted in
the PMN, including those for chemrical
identity, will be reviewed in accordance
with the rooodumssetforthin 40CFR
part 2, art B..

Com:emmg chemical 1denuty
information-included in health and .

safety studies providerd in the PMN, the
Agency cunsiders the specific chemical
identity always to be:pert of a health.
and safety study even when it does not
appeer in the study. As such, under
TSCA section 14(b), EPA may not
withhaold from: the public the data from:
health and safety studies, including
speeific chemical identity. The only
exception to this pelicy is if disclosure
wouid reveal confidential processes
used in the manufachring or processing
of e chemical snbstance or mixture, or
reveal the proportions of a mixture, or

if the specifie chemical identity is.
wholly urmeecessary to-interpret the-
health and safety studies. This issue was

- previously discussed-in the final PMN -

rule of May 13, 1983 (48:FR 21739~

* 21740}, Specific language regarding
- EPA’s authority to.deny

Iy ceriain elaims
for confidentiality imv a health and safety

" study appears at 40 CFR 720.90.

Lastly, with regard to CBI claims filed
in a NOC, submitters are reminded that
under no circumstances may they assert
a CBI claim for chemical identity in an
NOC if the submitted chemical identity -
wasz not claimed CBI in the PMN. = -

CBI claims assarted for chemical
identities submitted in PMNs are not

automatically renewed upon Noticeof -

Commencemsant. EPA, consistant with.”

the NOC regulations at § §720.162 and . -
- 720.85(b), reqmmsCEIassarhons far the

chemical identity of & substance ta be: >
fully substantiated upon Notica of
Commencement. Despite the e)dsienca\ -

- This proposal will require
"currently valid Chemical Abstracts:

1. Discussion of Proposed Amsudments

1. Correct chemical identity: EPA is
proposing to amend §720.45{a) of the
PMN rule torequire that submitters of
section 5 notices and Bona Fide Notices
provide the most currently valid C
Chemical Abstracts (CA} IndexName or -
CA Preferred Name for each reported
substance that is consistent with TSCA
Inventory listings for similar substances.
that a

Service Registry Number (CASRN} - -
consistent with this €A Name also bs
reported for the substance if it already
exists for that substanice. Under the
current PMN Rule, CA nomenclature ts -
indicated esa'preforred, butnota

required, chemical' naming system for
PMN rep . Therefore, submitters -

B canpresentlyidantiﬁrthel’m S

substance using alternative - -
nomenclature. The osal would™ -
retain all of the other chemical identity -
information required at § 720.45(g), °

‘including molecular formula and
-chemical structure information. -

Bowever, for substantesnot able tobe -
characterized by a single chemical
structure, the submitted sttuctural -
diagram must be as complete as one can
reasonably ascertain. Failure ta fully
comply. w1th the chemical identification
elements of this re ment would -
result in the notice being declared ™

- incamplete by EPA pursuant to

§720. 65(0)(1] Such incomplete notwe&
will not be processed ar reviewed by the
A.gency until the chemical 1dent1ﬁcatmn
x‘e&1 irement ig satisfied.

though a CAS Registry Number
(CASRN) is not routinely requimd fora.

~ reported substance ifa CASRN isnot.

already available, and though the »
proposal only vequires that CASRNs be.
reported for substarces that already

have them, EPA strongly recoramends
that submitters provide CASRNs forall
reported substances, espemally when
the chemical identity is not being '
claimed as CBL. Having more substances
reported with CASRNs wouid save EPA.
resources involved with chemical -

. review and [nventory searching.

Submitters would provide a CA. Indax -
Name or CA Preferred Name thatis: .

- consistent with-the application of tha

gth Collective Index (9CDaf CA- . . =~ -

- nomenclature rules and conventions:

Whetherto:rspon&CA IndexNamear

" Preferred name for'a substance’ depamis L
_on hewwell-defined the chemical: - -
", identity of the substance-is w:tkraspeci
‘to theexistence. dadelamhr

formula to. descnbe
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nomenclature policies. A CA Index
name is assigned to any substance . -
“having a known molecular formula,
whereas a CA Preferred Name is given
to any substance having no deﬁmta
~ molecular formula.

For well-defined substances °
appropriately named using CA Index-
nomenclature, the specific chemical
name chosen as most accurately -

. describing the substance should be
~-based on all that the submitter can
. reasonably ascertain about its chemical
- structure; including, where applicsble, .
- the degree of structural epecificity of the .

- substance (i.e:, whether or not spemﬁc -
. isomers are intended to be produoed in -

.. a'reaction).-For poorly. defined -

- substances properly named using CA

- Preferred nomenclature, the specific
: name of choice should be based on the

- submitter’s knowledge of the identities

_of the chemical precursors used, the
- sources-of the reactants (i.e. synthetxc, :
- isolated or obtained by processing from
-, certain’ namrally occwiting materials, -

- etc.), the nature of the reaction, and the

of chemical substances

consututxng the product combmaﬁon, o

etc. -
- For any type of substance reported,

one needs to consider whether there are

any impurities or byproducts of no
commercial value existing in the
* product composition in order to know
* which product components are’
- reportable; | a{:urines or byproducts of
- no éommerci
- reportable substances under TSCA.
: en‘more than one su
-results from a reaction, one should
- determine whethér or not the product
combination can be viewed for TSCA
purposes as a mixture of separately
re rtable subctarces. For example,
en the intended product corbination
is known to always be completely
-composed of ‘a specific numbaér of
identified substances that do not react
with one enother, the combination can |
be represented &s a mixture ucder
TSCA.If this is not the case, then a
single chemical name must be used to
collectively describe the product -
combination &s one substence.: - -
Concerning the degree of chemxcal
structure information that'carrbe
reasonably ascertained for a ngen o
substance, submitters should -~ R
undersiand that, for TSCA Inventory -
, all substances are categonzed

by EPA into twa groupa according to the .. substances are named for the Inventory. -
. or else the chemical name wiltbe -

degree of certainty about the chemical
structure of a substance: Class 1 and -
Class 2: Class 1 substances are those of
precisely knowr chemical compasition -
for which a single, complete structural
disgram-can be drawn. Class 2
substances dte those having chexmcal

3 ro%\mement could be satisfied if the
submiy

_Information describing CA
. " be obteiued from CAS, Printed cogies of

valiie are not considered

“of information, levels of detail, and
- degrees of specificity, etc. The party
- assigning a chemical identity for the -
. purpose of a substance being reponed m
“+". - a PMN or Bona Fide Notice should °
. ensure that the name choice reflects the ,
- current CA nomenclature rules and

* ‘betweén two optional methods of -
obteming the

* compositions not completely definite or

known and, therefors, they cannot be.
characterized by definite, complete
chemical structure diagrams. This .

- proposel would require complete

structurel diagrams to be provided for
Class 1 substances; Class 2 substances
would require partial szucture diagrems.
that are as complete as can be.
ascertained from the Class 2 chemical
1dennty

This proposed- chemical idennﬁca!ion

itter uses the services of CAS, or
the services of another chemical
information organization, service

. bureau, or consultant that the suhuntter
_comnders capable of generating correct:

CA names, chemical structure dmgrems

- or molecular formulae where -
-appropriate, and cbiaining necessary

CASRNs. Alterratively, the submmer .

_could search _publicly “available

databases to retrieve this information, if
availeble, or attempt to generate a name

- without assistancs from another person .
.Of organization, if the submitter has-

- sufficient knowledge about CA ¢CI

- nomenclature rules and conventions

and about how similar substances
should be named for the Inventory. °

nomenclature rules and convenuons can’
the non-confidertial Inventory can be

purchaséd from the Government .
Printing Office, and computer tapes

“containing this Inventory informanon
- can'be purchased from the National

‘Technical Information Service (NTIS)

Regardless of who or which
mechanism the submitter uses to
determine correct chemical -
identifications, in order to obtain the
currently correct chemical names for -
substances before repaoiting them to EPA
in section 5 notices or Bona Fide

" Notices, submitters would be expected

to provide the party generating the CA
nomenclature with the same chemical
identity information that the submitter
would have to send to EPA if reporting
the substance in a PMN: the same types

conventions, as well as how similes

.incotrect and the notice could be: -

. declared incomplete by the Agency.
~In orderto mget theb!;'n'opoA‘g cy D

' requirement, submitters could choo

emmel 1denhﬁcenon of -i-}

.recognized as a world authonty on . .
- substance identity, and is the ultimate - -

" acceptable to the-Agency. For these j e D
" ‘reasons, EPA would strongly- o S
_recommend that submitters use the - "=~ - .. ..
‘services of CAS to satxsfy the amended ‘_
v prov:sions B

',xf EPA disagrees with the identificati
" “assigned by CAS to a given substance
“the Agency.reserves the rightto-be

-any substance to be reporte&_'l’hese
. alternatives are described below as

Method 1 and Method 2. Submitters
would need to indicate in each notice
which of the two methods is being used.
Method 1. A submitter using this
method would obtain the correct;
chemical identification direct}y from
CAS prior to submitting a notice to EPA.
EPA understands that CAS would set up
and operate a special extension of CAS
Registry Services for identifying -

- substances to be submitted under TSCA
. -CAS would provide such services

pursuant tg arrangements between CAS-

-and persons informing CAS that their: -

substances.will be reported to EPA/in a - o

.PMN, an-exemption applicetxon, orina

Bona Fide Notice, * o
Submitters would call or write CAS

directly for complete instructionson- -+

how to-use the special extension of CAS
egistry Services for TSCA submitters.
Submiiters would be required to .
provide a copy of the chemical ...
identification report obiained from CAS
along with the completed PMN to.. -
verify that they obtained the -

- information directly fromCAS

EPA believes that most submitters " -

-would find it advantagecus to unhze the
- -services of CAS to'meset this -~ .

requirement. CAS is generally

source of the'most current and correct .

. CA nomencleture and CAS Registry-
- Numbers. Furthermore, only CAS can - -

generate new CAS Registry Numbers, - -
CAS also developed the nomenclature
conventions that are widely used by

other organizations throughout the

-world, and has, since 1877, assisted-

EPA in the development of the TSCA .
Inventory and the identification of the
Inventory’s substances. Many subxmtters

of section 5 notices have been- - C
voluntarily obtaining chemical

- identities from CAS on a routine basis

before reporting substances to EPA,
thereby bénefitting from the early ..
recognition and resolution of chemical
identity uncertainties. Furthermore, due _

. to CAS’ familiarity with TSCA S
- Inventory and nomenclature policies, - :

'EPA helieves that chemical namesand . . - -
‘othet chemical identity information™ = -~ |
: ‘assigned by -CAS according to this'  ~ o RSN

method would almost always be |

Submxtters should note, ‘however, that~ e

final authority on how a reported *
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substance sheuld be-named and |
representad for the Inventory. In the rare
event EPA does not agree with &
chemieal name, CASRN, chemical
structure or molecular formula provided
to a submitter by CAS for TSCA
purposes according ta Method 1, EPA
would werk with CAS under an existing
. technical support contract to either
modify the submitted chemical identity
when necessary or confirm that the
CAS’ identification is most appropriate,

" to ensare that a correct TSCA -

description is assigned. Using Methad: I
there would be ne. delay or additional
cost to- the submitter resulting from an
identification error by CAS or an: :
identity verification request by EPA,
and the review period would centinue
_uninterrupted. EPA would assume

- responsibility for reselving chemical
identity problems cccnmngwhen '

" Msthod 1 isused.

- Method. 2. Using this method &
submitter may- ebtainthe required
chemical identity information from any
chemieal information organization,
service bureau, or consultant, from
someone on the submitter’s staff, or can
retrieve or develop the proper CA
identifications himseif/hersslf. EPA
emphasizes that with this method -
submitters would need to provide for

_each substance a correct. CA Index or

Preferred Name and other chemical
" identity information, as stipulated.
undsr§ 720.45(aJ, thet are consistent
with Inventory listings for similar
substances: It would be the submitter’s
responsibility under Method 2 to seek.
the required information from a source
the submitter believes to be sufficiently
knowledgeable about CA nomenclature
conventions and TSCA Inventory
listings.

In contrast to Method 1, if a submitter
uses Method. 2 and reports any chemical.
identity information that is ccnsidered
incorrect by EPA, the submitter, not the
Agency, would be considered
responsible for correcting the chemical
identification. EPA would declare sucia
a notice incomplete under § 720.65(c)[1)
and would:not further process or review:
it until the submitter provides the fully
correct chemical identity information
stipulated under the» prop osed
amendmoent.

Concemmgthe task of gpneraung

" eorrect CA nomenclature, it should be
noted that there are many chemical

. 'names en the €AS Registry File; -

particularly CA Preferred Names used
~for indefinitely described substances,
. tha&aranotappmprmte for uniquely
. substances on. the Inventory.
= Thus.tﬁe application of just the CA -
" . -nomenclature rules to name apaw.
e substance wonldnntguammee an: .

_other proe

acceptable chemical name for TSCA
P » One must also be familiar
with the ways in- which similar
substances are listed in the Inventory.
Regardless which method is chosen

- by a submitter for proparly identifying

E.nafmd substance, EPA remains the
authority in naming new
substances under TSCA.

In order for submitters to have ample
tlme to become familiar with the
process of obtaining chemical identity
- information from CAS, another
chemieal information service, ora
consulting party for obtaining chemical
identifications, it is recommended that
submitters contact their chosen source
at Ieast 1 or 2 months before the
intended submission date of a notice.

This is especiaIlLimportam the first

uma one would have o report undez
s proposad. amendment.. - .
A would also caution mbmit!ars,
however, not to obtain cr develop a.
chemical identification more than
several months ahead of when they
intend to submit a notice for the
substance to the Agency. Due to

. octasional changes or modifications i in

CA nomenclature rules and
conventions, a CA name that was not
recently obtained or developed could
represent obsolete CA nomenclature
and, therefore, be incorrect or
inappropriate for Inventory listing
purposes by tho time a natice is
submitted. The Agen?soccasxonally
updates its Inventory listings for
existing substances having identities

-that are affscted by revised CA names

and changes ormodifications in CA’
nomenclature rules and conventions.
EPA anticipates that many submitters.

would cousider chemical identity
information and/or submitter identity
information given to CAS (by Method 1)
or another third party (by Method 2] to
be confidential or trede secret
information. It is the position of EPA
that no information can qualify as
TSCA-CBI until it is raceived by EPA in
a notice reported under a provisicn of
TSCA. Therefore, provisions for

handling any confidential information
first submitted to CAS or another
outside party must be arranged directly
with that party. Submitters should not.
assume-that CAS or another outside- .
party is required to adhere to EPA-

" regulated TSCA-CBL procedures )

regarding the possession, handling,.

labelling, stomge. tracking, auditing, or

of this information.
However, based on currently available

information, it is EPA’s-understanding

that any confidential, propriefary, or.. -

trade secret.information that CASwauld.

receive by Method 1 of this proposal -
. prm:teitbmng,mpouedm EPAwou.ld’.

be handled i accordance witls the-long-
established security procedures and
policies that CAS has implemented to-
safeguard any confidential infurmation
provided by its customers, A .
considerable number of large.
corporations and government agencies
appeer to have entrusted their
conﬁcfien(tllaal substgnce mfo:’l:tim to
CAS for database building engoing - -
search/retrieval projects. There have

also been many customers of CAS:

- Registry Services, including suhmitteﬁ

of section 5 notices, who have.
submitted their confidential substance
descriptions for assignment of CA :
names or retrieval of existing CASRNs.
Thus, it a that CAS has had
consi e experience in meeting the . .
expectauons of outside organuatinns for
protecting their conﬁdennal. ~ )
information.

When submitting a chemical to CAS’
or any other information service, a
submitter who indicaiss thatthe -

~ substance identity is-confidential

information should be aware thata. =
CASRN for that substance may already
exist due to CAS’ prior knowledge from
another source of the existence of that
substance. In such a case, the chemical
identity will already have been assi

a CASRN and placed by CAS inits..
publicly accessible files. Based enits -

. knowledge of CAS* procedures, EPA. -
- believes that CAS currently does not.

place the substance identity into the
publicly available CAS Registrv File, if
not aiready present thers, when &
submitter has requested confidential -
treatment of the information. Howevez, -

- EPA cannot ensure that CAS will -

continue tkis practice-in the future; nor
can EPA ensure how other services
handle this type of information. As' .-
always, it is ultimately the submitter’s
responsibility to ensure that the - B
information service: it chooses to employ

- properly protects the confidentislity of

its data, and does not utilize this
information for its own gain against the

- wishes of the scbmitter.

Submitters choosing tc use Method 2 -
should inquire how any othes -- - -
information service, consultant or party
receiving their confidential information
will handle, protect, and usesuch. - ./

information.

Submitters sometimes do-not possess.
complete chemieal identity information -
about a substance they intend to fmport .
becausa of the proprietary chemical. -
identity claims of cerjain foreign~ . .
chemical exporters, In such’ smmtmns; o

- when the foreign exporter will not ..
_ disclose confidential chemical Idanhtg

information to the importer who - RS
submxtsasectmnSnohceorBonn.de& o
Notxc&, submxttamwouklbaexpededtn;—' :
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uest that the foreign expomng party

. follow the procedures ed b

. either Method 1 or Method 2. The
chemical identity information could
- then be provided directly to EPA by the
. foreign supgher as a joint submission or
as a letter of support which references
the importer’s notice and PMN User Fee

- TS Identification Number, accordmg to

.40 CFR part 700. .
Some submitters of secnon 5 notices
or Bona Fide Notices only know. part of
" the chemical identity of their '
- substances, because they contain or are
- manufactured from purchased
substances having specific chemcal
~ identities that may be claimed-
_confidential by the supplier. In sucb
‘cases, the submitter typically identifies
the substance only by tradename, = .
generic chemical name, or in terms of ,
.- partial composition information listed'

in a'Material Safsty Data Sheet (MSDST '

~or in other product literature. ,

-In this situation, duse to the .
complexity and logistical obstacles to .
generating correct CA nomenclature and
- other chemical identity. information for.

-.a substance based on multiple *
- submissions from different sources, EPA
is not asking either the submitter or the
- chemical supplier to first develop or

obtain a correct CA chemical - ~
identification of the given substance. .
Rather, the notice submitter would first
report whatever is known about the
--substance identity to EPA in the section
5 notice or Bona Fide Notice, and would
arrange for the supplier of the ’
proprietary substance to send a letter of
support containing the specific - .
. chemical identity of the supplied
_ chemical directly to EPA, referencing
 the submitter’s notice and User Fee TS
Identification Number, if appropriate.
The letter of support must contain the
same PMN User Fee TS identification
number used in the notice, so that EPA
can be sure of properly linking the two
submissions, EPA would not start the
statutery review period until it recewes
all parts.of a joint notlge. orall - .
necessary supporting documents . -
providing chemmal 1denmy mformahon
for a notice. -

2. Revised. reqwrements for Bona Fjde
Notwes The Agency is. proposmg to
amend §720.25 to revise certain .

‘proyjsions of the procedures to estabhsh
a’bona fide intent. The- proposal would

‘reduce or simplify existing analytical . .
. - .obsalete chemical names, molecula:
.. formulae or chemical structure...

infurmahon requirements, modey
reqmem

- this section,

" important to EPA, becausa the mdeﬁi:é

- Index or CA Pre
. extra momc:i:etabaspentbyEPA

Concerning the information currently
required at § 720.25(b)(2) to establish a

" bona fide intent, the proposal would

eliminate the need for elementa}
analysis data [§ 720.25(b)(2)(iv)] while
reducing and simplifying the other
analytical information requirements -
{§ 720.25()(2)(v)]. Two other parts of
information, end the description of
research and development (R&D)
activities and use-[§ 720.25(b)(2)(i) and -
(iii), respectivelyl would be madified -

- and/or clarified. There are three new
information requirements that ask about
‘the most probable manufacturing site -

and process to be used, as well as an

o approximate date-when the submitter

wouid be likely to submit a section 5
notice for the substancs if it is not found
in the Inventory. EPA beligvas that the”
proposal represents a balanced trade-off
of requirements between the existing -
and emended provisions, which will
enable persons to better demanstrate a
bona fide intent while the Agency is
better able to protect the CBI of the
original submitters of Inventory
substances. The additional information
or data requested in the proposed
amendment is easily ascertainable by
the submitter, and would likely have

_been already determined by the time the

submitter has a bona fide intent to
manufacture or import a substance for a
commercial . Porsons who have
not obtained the information or made
decisions about the substance requested
by the proposed requirements would '
not appear to be at the proper.
commercial product development stage
to have a true bona fide intent
concerning this substance. According to
§720.25(b)(2)(i} of the proposed
amendments, submitters of a Bona Fide
Notice' must provide, as stipulated in
the amended provisions of § 720.45(a), a
currently correct CA Indsx Name or CA
Preferred Name, whichever is
appropriate, & currently correct CASRN
if the substance already has a CASRN. .
assigned to'it, plus a molecular formula.
and e complete or partial chemical
structure diagram if they are known or _
reasonably ascertainable, as stated

- earlier in this Unit of the preamble. -
Having the currently correct CA. ..
identification for a substance is

of incorrect, inconsistent, amhlguons.
information, ornamesthatmnot CA
eferred Names, causes.

‘_ﬁ,'descri‘p_‘__«” ;innxm

.- activity

" the term “p
- by the phrase “major intended

= 'mtanded and use:.

assessments. Failure to fully comply
with the chemical identification  -. .
elements of this requirement would
-result in the natice being declared
incomplete by EPA. :

The proposed amendment would
modify the current requirement fora -
description of R&D activities conducted
to date on the substance and the o

urpose for manufacturing or 1mportmg
it{§720. 25(b)(2)(ni)] Smoe two. :
different types of information are
re%uested in this section and many
submitters have in the past
inadvertently omitted one of them in -
their notices, EPA proposes to make tha '
requirements clearer by se its .
requests for descriptions of R&D
activities and purpose for which the
submitter will manufactire or impon
- the substance into different parts of the
amended ruls text [§ § 720.25(b)(2)(iii} -
_and 720.25(b)(2)(iv}, respectivelyl. Ia  °
§ 720.25(b)(2)(iii)(A), EPA elaborates on .
-its information request by listing some. _
of the gereral types of R&D activities . -
that should be reported. In addition, the
- year {n which R&D was started by the
submitter on the substance is also
requested. EPA belisves that these
modifications will serve to better enable
the submitter to indicate the sco and
length of its commitment tow '
developing the substance for
commercial use. EPA would prefer that
this information be briefly stated in a
few sentences, '
In § 720.25(b)(2)(iti)(B), EPA would .
provide an alternative reporting
requirement for importers who do not
perform R&D activities on the substance
and have no knowledge of R&D
activities that may have been conducted
outside of the United States. Such
importers would be aullowed, in lieu of -
presenting research or development
information, lo indicate for how:long,
and in which country, a given substance
has been in commerce outside of the
United States, as well as to state :
whether they believe that the substance
has already used outside of the .
United States far the same commermal
application(s) intended by the

- submitter. This alternative requnemexit

would be similar to the current, - . .-
informal EPA practice allowing such a
pros ve importer to satisfy -

5 7z§§cst(ib)(z)(m) by providing certain

information on foreign commercial

of the substance. -

In 40 CFR 720. 25(b)(2)(1v). for chnty,
" has been rephoed

. application or use”’ because some P
submitters have misunderstood the type.
of information being requested and have .- .
not provided a descnphun af the S




chemical substance. The proposal will
require an infrared spectrum, unless

" infrared analysis is not suitable for the

substance or does not yield good

“structural information for the substance.
'As an alternative in such cases, the

proposal requires one to submit a

- spectrum or instrumental readout from

another method of spectral or
instrumental analysis that yields better

.structural or compositional information.

Section 720.25(b)(2)(vi) of the
proposed amendment consists of a

" minor but new information requiremen{
- to estimate the month and year in which
- the pérson would intend to submit a

section 5 notice for the substance xf itis

. not found in the Inventory. EPA .

believes that a Bona Fide Notice -
submitter would have already thought.
about a future timeframe for reporting
the substance under section 5 if it is a
new chemical substance. The intent of

. this requirement is not to legally bind

the submitter to a certain date for

. submission of a PMN, However, the

information would be one of many

- factors which will help EPA to

' 'demonstrated a bona fide intent. Also, if.
- EPA could anticipate how many Bona

"-substances in PMNs in & given year, the
- Agency may be able to better allocate

determine whether the person: has

Fide Notice submitters may report their

. resowrces for reviewing them. -

" Section 720.25(b)(2)(vii) of the " -
pro is a new requirement -

" requesting the address of any one site-

. under the submitter’s control where the

[ANTEN
v

.~ coritrolled facility, a
o )uststetethatsuch eox_emercialacﬁvn

substance is antxmpated to most likely
be manufactured or processed in the
future for a commercial p 8.
Section 720. 25(b)(2)(vu1) ofthe
propossl is @ néew requirement by which
a manufacturer must briefly dascribe the
most probable manufactuting process
that the submitter would use to produce
commercial quantities of the substance. -

* . - Importers would have the alternative of
.. .briefly describing how the substance ;-
- "would mosf likely be processed orused
- atasite controlled byt the submitter, or
L xfnogrooessing of use of the substanc

icipated to occuirat a submitts:
‘submitter could

. component used in the re
.material has a confident

_completed notice, in its'entirety, in

“Iﬁventory search and respond to the
‘notice;- B 3
~3.. 'Two pement rule” for ponmers. e

_ confidential chemical identity

information directly to EPA in order to
complete a notice when the chemical
identity is considered the proprietary
information of the forej and -
cannot be disclosed to the submitter. As
indicated by the proposed modification
to § 720.25(b)(3), it is the importer’s
resg.»onmbthty to make all of the contacts
arrangements with the foreign party

" for the timely transfer of this.

information to EPA in such a manner-
thét EPA can easily link the information
to the importer’s notice. -

The proposed amendments to
§ 720.25(b)(3) also indicate chemical
identification roquirements when
submitters of substances to be
manufactured or imported cannot
possess full knowledge of the chemical

- identity of the substance to be reported

because a purchased reactant or

rted
‘chemical -
identity that is the proprietary
information of the squlier Only in
such a situation involving confidential
trademarked or tradenamed reactants or
starting materials, due to the complexity
and logistical obstacles involved in
generating correct CA identifications for

~ substances based on multiple
.submissions from different sources,

does the proposal allow the notice,
submitter to report directly to EPA all
that is known about the substance
identity. However, as previously
discussed in Unit II ofP this preamble,

.the submitter must coordinate with the
_ supplier to ensure that the remaining
specific chemical identity information is

sent by the supplier directly to EPA in

.a timely manner, in order to complete

the notice and initiate review by EPA.

. Further, EPA is propnsing lenguage in
§ 720.25(b)(9) to describe what
constitutes an incomplete Bona Fide

. Notics, end how EPA would handle :

one. When an incomplete notice is

“‘received and identified as such, EPA

will immediately return thenotice -

-directly to the submitter The subxmtter

ould then have to resubmit the - - .-
rder to have EPA perform the . =

nder this proposal, the Agency would:

‘amend § 720.45(a) of the PMN rule and - S

-

L sub)ect to the PMN reporting- :
.- requirements before it can be -
‘manufactured or lmborted fo

§ 725.250(012)(v) and 723.250(0)1) of

-will r reqmre submmera to provide EPA
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EPA is proposing to simplify tha The Agency would also like to make  basis of (a) the “amount charged" to the
-analytical data requirements at" . clearer the procedure a submitter reaction vesssl, which is the sole
§ 720.25(b)(2)(v) to reflect the current intending to import the substence - method currently allowed, or (b) the
"practice of most submitters to provide should uss to allow a foreign amount reacted and incorporated in the
an infrared spectrum to characterize the manufacturer or supplier to provide manufactured polymer. The proposed

changes to-§ 723.250 are included in-
another action published elsewhere in
this issue of the Federal Register, The
current language in this regulation does
not specify a basis for determining the
percentage of monomer or reactant.
However, as discussed earlier in this -
notice (Unit 1LB.3 of this preamble)}, it
has been EPA policy to require the
percent (by weight) of & monomer or
“other reactant to be determ.inad on the
basis of the amount charged to the
reactor, as a percentage of the dry

weight of the manufactured polymer.

C%lx;ceming the use of the po ymA -
“incorporated method, the percentage
of chemical incorporation of a given:.

reactant, and its “‘imputed charge™
value, could possibly changa if there
was a modification in the’ manufactunng
process, such as a change in reaction '
temperature or the method and/or order
of charging reactants, etc. Such changes,
which could be inadvertent as well as "
intentional, could possibly cause the
weight percentage of a minor reactant to
change from less than or equal to 2
percent to above 2 percent. If this
reactant was not originally intended to
be included in the polymer identityfor’
TSCA purposes, the processing change
could result in the isolation of a
~different, reportable polymer substance

- before a section 5 notice was submitted.

EPA emphasizes that a request to -
correct an initial Inventory reporting
form (an Inventory correction request)
or a section 5 notice (a PMN correction
request) for which the review period has
expired will not be accepted for the
purpose of eddmg to the Inventory or to
the Agem:{ s PMN substance database,
respectively, a new polymer identi‘y
that may occur if (1) a processing
change causes the “imputod charge”
value of a reactant to increass from less
than or equal to 2 percent to above 2 -
percent, when reported mt. -
composition data is based on amounts
incorporated, or (2) the submitter -

.. changss from.the “incorporation” to the. -
“charged” computation method, or-vice:
. versa, If a different polymer.is isolated

. under these circumstances that is not ; -

already in the Inventory, that polymer is

distribution in commerce, .
4. Multiple photocopies P sectlon 5 O
subzmssxons This proposed amendment -
“to the PMN rule consists of a change in -
submission criteria at §' 720.40(:1)(2) that
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with one original and two copies of
section 5 notices, in additiontoa -
sanitized copy in which CBI has been
. deleted. Submitters would also be- -
‘required to provxde one original and two
additional copies of any test data.
5. Electronic transmjssion of section 5
notices. This proposed amendment to
.. the PMN rule at § 720.40(a) is designed
to promote the use of electronic media
for data submission. EPA is .
. investigating the use of magnetic tape,
floppy diskettes and electronic data
- interchange as means to submit .
information. In makmg this proposal,
EPA is participating in a nation-wide
- trend toward reducing reliance on paper
. for information transfer. EPAhas .
. already taken steps in TSCA and other -
. program areas to encourage electronic -
- submission, and wishes to expand dns
effort to the PMN review program.
Information may be submitted
electronically (on magnetic or other

A .media) once EPA publishes a foimat for -

- electronic submissions. Pilot projects
.using electronic submissions for the -

. Inventory Update Rule and Toxic .- - - -
. Release Invent Rulewillbeused as
- abase line for enhancements to .

- developing a standard Agency-wlde
format.-Such submissions must meet. -
- this format-end all other media -
-, specifications published by EPA.
. Persons submittiag electronically must
.still complete and submit on paper the
~Certificatiop and Submitter =~ - :
-  Identification sections of EPA Form - .
' 7710~25; if attachments are submitted,
the List of Attachments and all

- attachments must be submitted on

paper.

6. Mandatory fonn for Notice of
Commencement (NOC). Under the
proposal, all PMN submitters would be

- required to use a standard one-page '
form to submit a NOC. In eddition, the -
NOC information requirements at °
§ 720.102(c}), have been slightly

- expanded; however, all information can

be provided on the one-page standard
form.
-The praposal would require every

-.. NOG received at EPA on or after the

effective date of the final rule
.amendments to contam the re .
. irifformation on the new standnrd NOC
reporting form. This form would -

.automatically be provided to each’ PMN

-submitter as-an attachment to EPA’s-

" sent to submitters shortly after each. -
.. PMN is received: Many submitters. -
. currently. use a similar, voluntary form
- mailed to them:; to‘report thexeqmred
- informatiofi.: ;e -

. "‘hecurrentl}lOG.infoir:gn;n;f,
requirements include specifi
: -chemica% Idenhty, PMN number; the

. for chemical identity, the proposal <=

date when manufacture or import :
commences, and substantiation of CBI .
claims for chemical identity. This CBI
substantiation is required by the time a -
NOC is submitted. Failure to provide

. written substantiation of a -

confidentiality claim for the chemical
identity with the NOC, as required
under 40 CFR 720.85, may result in a
waiver of the confidentiality claim and -
disclosure of the chemical identity to

the public.

Some additional mformatmn is
required under the proposal to maks it
easier for EPA not only to process NOCs
but to verify that submitters are
reporting information in NOCs that is

-consistent with specific PMMs for the
- substances in question. EPA expects

that this additional information would
occasionally identify cases in which
submitters mistakenly reported the -

erroneously listed a substance 1dent1ty

-that is very different from: that wlnch

- they intended to commence. In:-- .-
.addition, the new requirements would
- enable.submitters to provide certain -
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All of the above
amendments to rmatxon
requirements for NOGs involve

_information that the submitter: already

~ would know by the time manufacture or
importation of the substance has: -
commenced. Consequently, providing
this information in the NOC woild not”

- constitute a significant reporting.
burden. EPA will consider an NOC -

- incomplete if it is not submitted on the
new form with all the required
information. -

II1. Alternatives Considerod

1. Correct chemical identity—a. -
Alternative 1. One alternative proposal - -
being considered by EPA consists of-
requiring all submitters of section 5

- notices and Bona Fide notices to obtain -
the correct chemical identity . -
~information directly from the Chemical

‘. wrong PMN case number in the NOC. or Abstracts Service (CAS) using Method 1.

as discussed in Unit II of this preamble.

" EPA is considering this altemative
proposal because the Agency-believes
that too much incorréct and incomplete
chemical identity information may

updated information that may no longer = continue to be submitted in notices
be correct or eppropriate-as reported in underthe Agency’s preferred proposal.

the PMN.

- In addmonufo the current NOC

.repartmg requirements, EPA. is

- proposing to amend NOC reporting to-
: recf;\me that cox::xf)lete submitter adentity
.infor

rmation, including the name and: -
address of the submitter; the name and
dated signature of the authorizaed -
official; and the name and: phone
number of a technicai contact in the --
United States, ba provided on the form.
The amended NOC provicions would
also now require a generic chemical
name, which could either be the same
generic name provided in the PMN, a
generic name as revised bty the
submitter, as long as it masks no more -

- of the chemical identity than the - -
- original generic name provided, oran

improved or corrected generic name
agreed to via negotiation with EPA.
Since one’s intention to initially
manufacture or import a substance -
sometimas changes between the time of -

commenced:". iz
- In addition to msserhng a CBI clmm

requests a clear indication'of whether: "
the submitter identity is also claimed as :
confidential. Confidentiality claims can

onlyba, asserted bxthembmmer ifthe:

which allows a submitter to use other - -
. sources for chemical identity® - -
- information (Method - or Method 2).
“The Agency believes that the level of .
EPA rescurce savings expected from -~ . -
_mandatory use of the special extension .
- of CAS » Services; which would
-require-only. xmmmaIA gency screening’
and review of chemical identities i in-
notices, cannot be achieved if -
- submitters do not obtain substanca
identifications directly from CAS.

- Although EPA expects that most -

submitters will use CAS v
Services for the reasons stated in Unit
1 of this preamble, the Agency realizes
that in cases where submittersuse -
alternative sources, EPA staff would
have to invest significant resources to
screen the quality of information. -
Further, the Agency would like to-
_minimize the administrative burdens
involved with notice suspensions.
delays, submitter contact, and L

- PMN submission and NOC, the proposal 'additional paperwork needed to
- requires submitters to specify in the

- NOC whether commencement occurred

- via manufacture or importation and the
~‘address of the-site(s) under the control .

-~ of the submitter at which manufacture

acknowledgement of PMN receipt Iotter 2

- properly amend notices that may | bé

- determined to be incomplete on the
bams of incorrect chemical identity.

. b. Alternative 2. This alternative is the -
. game asEPA'sprefemda proach, = :
alfo the use of Mathod tor Method o
210 obtam correct chemical identity «- -

" informatiom, except that submitters ' " o
. “would have to-obtain and report: = = -

- CASRNS for all substance idsnuﬁeé that 3 1 -
theydpnot claim’as 'CBI, in addftion to -
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Although having more substances -
reported with CASRNs under this
alternative would save some EPA .
resources involved with chemical
review and Inventory searching, the
Agency recognizes that this approach -
could inadvertently discourage ,
submitters from reporting substances
. without CBI claims for chemical ’
identity as often as they should. Since
EPA encourages and expects submitters
to use CBI claims only when necessary,
the Agency does not favor the use of this
approach.

2. “Two Percent Rule” for ponmets— .

a. AItematzve 1. Retsin the current “two
percent rule” based on the weight of
monomer or other reactants “charged”
to the reactor.

EPA considered this altemahve
because it is much easier to calculate -
the weight of monomer or reactant

“'chargad” to the reactor instead of
analytically determining the actual .
composition of the polymer. The typical
percentages of monomers or other . -
.. reactants “as charged” could be directly
. calculated from batch records, and these

calculations could be routinely made, if

necessary, by people who do not have .

* scientific training. The simplicity of this
type of calculation also reduces the -
burden of chemical identity review for
the Agency.

In addmon. EPA and mdustry have

- been using this method of calculation . -

- and Inventory listirg for 13 years.

Consequently, Inventory consmte'xcy

" ‘'would be enhanced concerning what -
pol er listings actually represent. .

oc? also provides less

chance of error, which would prevent
significant increases in EPA's
enforcement/compliance monitoring
burden and liability to industry. By .
using the percent incorporated method,
submitters could inadvertently fail to
comply with section 5 of TSCA due to
some processing change (other than the
amounts of charged reactants) varying
the incorporated perr:entages. For -
example, if the percent of a certain

.raonomer mcorporated in the polymer

* was determined to be )ust slightly under‘

2 percent, the monomer’s percent _

incorporation could possibly increase

above 2 percent due to some processmg .

change, such as a modest variation in "
reaction temperature, If the submxtter

. had reported that this monomer was not
to be included.in the chemical ,ldennty
of the polymer, he/she would bein =~
violation of the PMN Rultgwhenever the
percent mcorporatlon of that monomer -
exceeded 2 percent, if the new chermcal

identity. mcludmg that monomer is not

" already in the Inventory, Such a .
‘technical violation. of, TSCA; would
be easy to prevent or :Teteci.‘ .

_ approach would not be consistent

The Agency also believes that this
method correlates reasonably well with
the percent mcorporation of most
monomers.

- However, the Agency is aware that the
current method of reporting polymers
provides industry with less flexibility
and innovation capabilities since it may
require PMN reporting for even minor -

changes in manufacturing processes. -

There may be relatively poor correlation
between the percent charged versus
incorporation, particularly fornon- .
monomsr reactants. Bases, acids, or
other reactants are often charged at

‘much more than stoichiometric amounts

in order to achieve a certain pH, to drive
the reaction to completion, or to -
generats more polymer chains with
lower molecular weight, etc. Finally,
_EPA believed that it should take
industry’s request for revision of the
“Two Percent Rule” under '
consideration, in line with the advances
in analytical techniques for determining
percent “incorporated”, the desire to
"*harmonize” to the extent reasonable
the Agency’s polymer reporting
requirements with other international
reporting requirements, and the
Agency’s belief that allowing percent
“incorporation” more accurately reflects

the physical, chemical, and ~ ~
. toxicological properties of polymers. . -

b. Alternative 2. Change to a 5 rcent
- rule based on the amount charg

" EPA considered this option because it
accommodates most typical use levels of
reactants such as free radical initiators, .
chain transfer egents, salt forming
reactants, etc. It would also allow -
industry more flexibility to modify

" existing polymers without submitting

PMNs, thereby, significantly roducing
EPA'’s reviewing burden, Historically, -
industry originally requested this level
during the development of the Inventory
reporting regulations.

EPA believes that this option would
require that the Agency review the
toxlcologmal implications resulting
from this alternative since the potential
for chemically modifying polymer
‘structures is increased somewhat when
a monomier or reactant is increased from
2105 pement causing a larger potential .
variation in physical and chemical
. properties, Further, this method may. .
allow monomers with reactant _ ..

functional groups at levels that . . < ‘;\

currently concern the Agency, e. g -

cationic polymers. This method would

. not correlate chemical identity with
percent incorporation as well as the
. EPA propased amendment.. Finally. ,

Y

~ the.Ag s goal of harmonizin
extent;!eﬁ eEP \’s method of :

e inE

Annual Nurnber of
- Submisssions .

reporting polymers with other
international reporting practices. -

EPA requests comments on these
alternatives, in particular,onthe .. . = .
difficulty of obtaining accurate, rehable
data using the nt *“incorpora

method and-the percentage of lymer'
submissions in which thin me od. -
would be used.

IV. Economic Analysis

EPA has evaluated the potential costs
of the proposed amendments for -

_ potential submitters of section 5 notices. -

The Agency’s complete economic. - *
analysis is-available in the. pubhc record
for this rule (OPPTS-50593).: 7 R
The regulatory impact analysis
estimetes the costs and benefits -
attributable to the proposed tegulahon :

. In this case; the analysis also contains -

estimates for the three additional
proposed amendments to section 5 %
regulations that are ‘published elsewhere ‘
in this Federal . These -~ .
proposals would amend the Polymer i
Exemption Rule, the Low Volume - - . -
Exemption Rule, and the Expedited. .
Follow-up Rule. As these proposed -
regulations are-amendments to current
regulations, the costs and benefits are -

‘incremental, estimating the effect of the

proposal with: respect to the current

- regulation, -

The costs and beneﬁts associated thb—
this proposed amendment are parhally
quantified; many of the benefits are-* -
unquantified but are considered to be of :

- significant importance. Considering.. " *
" only the quantified costs and beneﬁts. ','A

there is a slight cost increase for- -

industry and a slight cost savings for . -
government. Assuming either 1,000,

2,000, or 3,000 annual section 5 ,
submissions, the savings as compared to" -
)toh;e current reguletlon are estimated to

NwwalCostSMm(SMﬂl\on)
- "

= 1,000 ceenrearenne
-2,000

' the change in requirements for a bona :,,_\f .
" fide TSCA Inventory search requestand . = .’

; chexmcal uientiﬁcation Both

(-0:1)-
- (-03)- o
T (04 - i

oerccisessacscsses

3,000 ot .

Theaspectsofthe roposed L
amendment that hnve the greatest
_ quantified cost impact on industry

the requirement to provide correct
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which allows industry to make minor
compositional changes, providing mare
manufecturing control to the submitter
end possib}y reducing the number of
. section § stexgmmcns. {feo:her
unquantified change is the requiirement
to use 8 stendardized form for notice of
- commencernants INOCs), the iznpact of
which is expected 1o be mininial a5 -
most submnitiers are abready nsmg the
form. :

V. Rﬁmahng Recard

EPA bss established & Fecérd for this
rulemeking (docket control number
OPPTS-50593). The recard includes
basic mformam;n considered by the
Agency in developing this proposed
rule. EPA will sugpleman( the rel:ord
with additions] iuformation as'it is
received. A public version of the record

- without eny confidential informstion is

availeble in the TSCA Public Docket

Office from 8 a.m. 10 12 noon snd 1 p.m.

toep.m.,Monday through Friday, .
cept legal holidays, The TSCA Public

DockstOﬁcexs}ocatedmRm.NE- :

G004, 401 M S, SW. Washmgton De.

A. Executive Order 12291

‘ Undard?eclxlmve O'rfglrs 12291, BPA

must judge whether a is “major”’

~ end theréfore requires a Regulstory

Impact Analysm. EPA has détermined

* that this rule would not be:a “major” .
rule because it would pot have an effect

‘-onthseeonomyofsmo million or
marg, and it would not have a
szgmﬁcant effsct on compeunon. coas.
or prices.

This propased regulaucm was -
submitted to the Office of Managemem
&nd Budget (OMB) for review es
required by Exsmtxve Order 12291,

B Regulatoxy I"Iexxbzbty Act

Under the Regulatory Plexibility Act
(3 U.S.C. 605(b)), EPA thes determined
that this rule would not baves *
significant impect on a substantial
number of smeil businesses. EPA has
not determined
by this rule would likely be small
businesses, However, EPA belisves that
the number of small businesses sffected
by this rule would net be substantiel,
even if el of the Polymer Exemption
notice subrnitters were small firms.

€. Paperwork Reduction Act

The information collectian .
Tequirements in this rule have been
3Pf>mved by the Office of Maneagement
ang Budget upder the provisions of the

ﬁperwoxk Reduction Act, 44 U.S.C.
3502 et. s¢q, and have been assigned
OMB control pumber 2670-0012.

.§720.25

whether parties sffected -

Tke public reporting burden for this
collection of information is estimated fo
vary from 18 to 21 hours per response,
with an average of 20 hours per’
respans&includmghmefonsvxewmg
instructions, dets

mggeﬂzomformdudnathhhn&m.to
Chief, Inforination Brench, PM—
223,U8 Protection
Agency, 401 M. 8¢, SW., Washington,
DC 20460; and;otheOﬁcaof -
Information and Regulatory Affsire,
OEcao{MmagemmtmdBudge(

DC 20503, marked
'Atte::non ‘Desk Officer for EPA."

List of Subjects in 40 CFR Part 720
Cheinicals, Environmental protection,

Prermanufacture notification, Hazardouvs -

malerisls, Remrdkaepmg and rspemng
requiremeants.
Dated: January 19, 1983.°

William K. Reilly,

Administrator. . )
b’!"t;heraforamCFRchapml. ba
su aptarR. mispmpmdto
moaded 83 oows:
mrrm—-xmsmem o
K Theeuthmtymlahonimpm?%

"would continue to read es follows:

* Authority: 15 US.C. 2604, 2607, and 2613,

2. Section 720.25 is emended b '
revising paregraphs {a), (b}{1), (2)(11.
t2)(iid), {2)iv), (2)(v), {3), end by addin,
paragraphs (b){2){vi), (2)(vn). (2}fvii), -
and (b)) to md as follo

& chemical
I S
ia)Anewchemmalsuhs!ancexsany
chemical substance thst is not currently

listed on the TSCA Chemicel Substance -

Inventory.
{b}{1} A chemical su’bst&nee is listed
in the publicly accessible Inventory by
s specific chemical neme (eithera -
Chemical Abstrects {CA) Index Nams or
a CA Preferred Name) anda(ﬁ:enucsl

‘Abstracts Service (CAS)
Number if its identity isnot canﬁdennal-

information. A confidential chemical
substancs, on the other hand, is Listed
in the public Inventory by s TSCA -
Accession Number end a generic
chemical neme that masks the specific
substance identity. The confidentia)
substance is listed by its specific
chemical name only in the confidentiel
portion of the Inventary. A person wha
intends to manufscture or import 8

" the substance thal

chemical substance not kisted by -
specific chemical name in the publicly
eveileble Inventory may ask EPA

" . whether the substence i= incloded in the

confidential Inventory. EPA will enswer .
such an inquiry only if EPA determines

- that the person has a bona fide intent to -

mnfacturawimpmthchenﬂal

“sabsiance for commercial purposes. .

(2). .

(1) The specific chemical ideniity M
the person intends fo
menufscture or impart, using the most
ument.cmrectChmmle(CA]
nameandtheothesmaddﬁma,
rdanntyinformbmsup\ﬂatedm

§720.450a).

K% 'Y - - -’

(iii}{A) A brief dm:puun ofthe
comcuciod 1o dav, tacedig fha yeurin
conducted to date, yeerin
which the person ﬁxﬂstmodtom&uct
research or development acmnym this
substance, and the gerersal types
ressarch and development s::tmtzes

- conducted thus far (e.g. synthesis,

substence xsolsnonlp\mﬁcauon.

‘formulating, product

process development, end-use - :
application, toxicity testing, etc). Tbe
persea must elso indicate whether any

- pilot plant or production-scale plant .

evaluations have been conducted - :
¢ inve thsmanufac!murpromng .

of this

(B) i en mxpmtensunabletopmnde
the information requested in paragraph -
(b)(2)(iii}{A) of this section from the - -+ -
foreign manufacturer ar ler, the
following: mfurmaton ma -
submitted:

{1) A brief statement mdmahng how

8 long the substance has been in

commermaluseoutsxdeofﬂul}mted

States,

it has been

{3) Whether or not the submitier
bebevesthatthesubﬂmhasxbee&y
been ised commercially, inany - -
eountry, for the same purpeseor

(2)‘Ihenémaofacomu—ymwhxcb '
commercially used,

- application that the submmer is

intending.
{iv} A specific description of the :
major intended apphcs&un or use of ibe
bstance. ‘

- (v) An infrared spectrum of the
snbstanee or-alternative spectra or other
data“which identifies the substance.if -

oS

" mﬁaredanelysxsisnotsuitahlehﬂhe

substance or does not yield a ressoneble
smount of structural information. When
using alternstive spectra or ins‘lmmental

" enslysis, submit a spectrum or -

instrurnentsl readout venfymg use of

that method. ’
{vi) The estimated date (month/year)

in which the persan mtmds to submit
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" a Premanufacture Notice (PMN) for this
substance if EPA informs the notice
submitter that the substancs is not on
the Inventory.

{vii) The address of the facility under
the control of the submitter at which the
manufacture or processing of the
substance would most likely occur.

- (viii}{A) For substances intended to be

manufactured in the United States, a

description of the most probable

manufacturing process that would be

used by the submitter to produce the

substance for non-exempt commercial
s,

(B) For substances intended to be
imported, a brief description of how the
submitter is most likely to process or
use the substance for a commercial
purpose. If the importer does not expect
to process or use the substance at any
facility under his control, a statement to
this effect should be includad along
with a description of how the substance
will be processed or used at sites
controlled by others, if this infosmation
is known or reasonably ascartainable.

(3)(i) If an'importer cannot provide all
the information required by paragraph

-(b)(2) of this section becauss it is
claimed confidential by its foreign
manufacturer or supplier, the foreign
manufacturer or supplier may supply
the required information directly to EPA
and reference the importer’s notiee. If
tbe appropriate supporting document
from the foreign party is not received
within 30 days after EPA receives the
submitter’s notice, the notice will be
considered incomplete.

(ii) If a submitter cannot provide all
of the required information as stipulated
in § 720.45(a) because the new chemical
substance is manufactured using &
reactant that has a specific chemical
identity claimed as confidential by its
supplier, the ncotice must coniain
chemical identity information that is as

. complete as can be known by the
submitter. In addition, a letter of
support for the notice must then be sent
to EPA by the chemical supplier of the
confidential reactant, providing the
specific chemical identity of this
proprietary reactant. The lettar of

_support must reference the submitter’s
notice, including the PMN User Fee
Identification Number chosen by the
submitter for this notice, if applicable.

" If the appropriate suppomng document
from the supplier is not received within
30 days.after EPA receives the =~

- submitter’s notice, the notice will be

considered incomplete -

R SEETER Se i R R -

" (9)If the reqmrad chemcal xdenuty

-information has not been reported -

o - correctly or. completely in the nonce .

(except as provided under paragraph
(b)(3)(ii) of this section) or if any other
required data or information has been
omitted or is incomplete, EPA will
consider the whole noticeto be
incomplete. As soon as an incomplete
notice is identified as such by EPA, the
Agency will immediately return the
notice directly to the submitter. The
submitter must then resubmit the
whole, completed Bona Fide Notice to
EPA in order to have the Agency
perform the desired Inventory search
and respond to the notics.
® » » ® »

3. Section 720.40 is amended by :
revising paragraphs (a) and (d) to mad
as follows:

§720.40 Genersl

(a) Use of the notice form; electronic
submissions. (1) Each person who {8
required by subpart B of this part to
submit a no‘ice must complete, sign,
and submit a notice containing the
information in the form and manner
specified in this paragraph. The
information submitted and all
attachments (unless the attachment -
appears in the open scientific literature)
must be in English. All information
submitted must be true and correct.
- (2) Information may be submitted on
paper, or electronically, as follows:

(i} Information submitted on peper

-must be submitted in the form and

manner set forth in EPA Form No.
7710-25, which is available from the
Enviroomental Assistance Division (TS~
799), Office of Pollution Prevention and
Toxics, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 26460. Information which is not
submitted on a photocopy of the form
(e.g., on a form created by commercial
form-making software) must be in a
format pre-approved by the Agency.

(ii) Information may be submitted
electronically (on magretic or other
meadia) if and when EPA has published
a format for electronic submissions.
Such submissions must meet this format
and all other medis specifications
published by EPA. Persons submitting
slectronically must still complete and

. submit on paper the Certification and

Submitter Identification sections of
Form 7710-25; if attachments are

- submitted, the List of Attachments and

all attachments must be submltted en
paper s .

= L ] * - L

{d) General notice requirements. (1)

‘ Each person who submits a notice must

provide the information described in

§ 720.45 and specified on the notice -
form, to the extent such information is *
known to or reasonably ascertainable by -

the submitter. In accordance with

§ 720.50, the notice must also include
any test data in the submitter’s
possession or control, and descriptions
of other data which are known to or
reasonably ascertainsble by the
submitter and which concern the health
and environmental effacts of the new’

. chemical substancs. -

(2} A person who submits a notice to
EPA under this part must provide to
EPA an original notice and two copies
of the notice itself and two additional
copies of all test data and any optional
information attached to the notice form.

4. Section 720.45 is amended by =
revising parggmph (a) to read  as follows:

§720.45 mmuonmmbohdudod
In the notice form. -

- ‘t - L 3

(a)(1) The specific chetmcal 1dent1ty
of the substance that the person intsnds
to manufacture or import, which -
includes the following: .

-(i) The currently correct. uhemma_
Abstracts (CA) name for the substance,
based on the 8th Collective Index (9CI)
of CA nomenclature conventions, and
consistent with listings for similar
substances in the TSCA Chemical
Substance Inventory (the Inventory). For
each substance havin%: chemical
composition that can be represented by
a spacific, complete chemical structure
diagrain (& Class 1 substance), a CA
Index Name must be provided. For each
chemical substance that cannot be fully
represented by a complets, specific
chemical structure diagram (a Class 2
substance), or if the substance is a
polymer, a CA Index Name or CA . -
Preferred Name must be provided
(whichever is appropriate based on
Chemical Abstracts Service (CAS) 9C1
nomenclaturs rules and conventions),

(ii) The currently correct CAS Registry
Number {CASRN]) for the substance if a
CASRN already exists for the substance
in the CAS Registry File,

(iii) The correct mclecular formula, .
for each Class 1 substancs and any Class
2 substance for which a dsfinite
molscular formula is kncwn or
reasonably ascertaingble,

(iv) A complete, correct chemical
structure diagram for sach Class 1.
substance; a correct partial chemxcal
structure diagram for a Class 2 -
substance or polymer, as complete as
can be known, if one can be reasonably
ascertained.

(2) For polymaers, tha subm.itter must

ort the following:~ -~

(1) Tge specific chemicel name and

" CAS Registry Number (if available) of .
" each monomer and other reactant used -

at any weight percent, tomanufacturs "

the. P°1Ymerf1'radenamea or generic T
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names of chemical reactants or -

monomers are not acceptable as

substitutas for specific chemical names.

- {ii) The typical percent of each

monomer and other reactant in the

polymar (by weight percent of total
polymer), and the maximum residuel
amount of each monomer present in the

.. polym

P (m) The reactants used at 2 welght

percent or less (based on the welght

of the polymer manufactured) -
should be included as part of the
polymer description on the Inventory,

" where the weight percent is based cn

- either (A) the weight of reactant charged
to the reaction vessel, or (B} the weight

-~ of chemically Zrombmed (mcorporated)
reactant in the polym v

{(iv) The submmer rnusl specify Wthh
method of computation is used; that i 1s,
whether the calculation is based on the

* weight of reactants “as charged” or "as
incorporated.” If the submitter specifies

- on the basis of incorporated weights of
reactants in the polymer, analytical data

- to support this determination must be -

- maintained at the site of manufacture;
The “percent (by weight)"»'of a monomer
or other reactant is the weight of the
reactant expressed as a percentage of the

- weight of the polymeric chemical - :
substance manufactured. If the
submitter uses the *‘as charged” method.

- of computation, the weigh€ of a reactant
consists of its full amount charged to the

 reaction vessel. If the optional -

' “mcm&o"ated” Thethod ofrepomng is

e weight of a reactant is the
minimum weight of that reactant

-required by theory to account for the

. actual weight of reactant or reactant unit
chemically incorporated into the'
polymeric substance manufactured.

(v} Meecured or estimated values of
the minimum number-average
molecular weight of the pelymer and
the amount of low molecular weight
species below 500 and below 1,000
melecular weight, with a description of
how the measured or esnmeted values
were obtained.

(3) Submitters must usé one of the
following two methods to develop or
‘obtain the specified chemical identity
information and. 1dennfy the method
used in the notice:

(i) Méthod 1. Using this method the : submission) and attachments must be,

submitter would obtain the orrect :
chemical identity information required
,by § 720.45(a)(1) dn'ect]y from CAS -~ -
pnor to subinitting a notice to EPA. - -
(i) Method 2.°A submiitter using thxs
method cai obtain the correct chemlcal
identity information required by
'§720:45(a){(1) froms 'any source, as long
as the informatiodi is consistent with - -
!nventory listihgs for similar substances
Thls secuonof the nonce wﬂfbe '

" prescribed on the notice form (or in
" EPA’s electronic s submissxon L

incomplete accordingto -

§ 720.85(c)(1){vi) if the submitter uses
Method 2 and eny chemicel identity
information is considered incorrect by -
EPA. : o

‘(4)If en importer submitting the
notice cannot provide ell the
information stipulated at § 720.45(a) -
because it is claimed as confidential by
the foreign manufacturer or supplier of
the substance, the importer must kave -

‘the foreign supplier follow the
" procedurss at § 720.45(2)(3) end prowde

the correct chemical identity
information stipulated in § 720.45(e}
directly to EPA in a joint submission or
as a letter of support to the notice, *
which ‘clearly re erences the imparter’s
notice and PMN User Fee Identification

Number. The statutory review process

will siart upon receipt of complets,
correct mformahon from the foreign

m{lf a manufacturer cannot prov1de
all the information stipulated in -
§ 720. 45(&) because the new chemical
substance is manufactured using a

" reactant having a specific chemical

identity claimed as confidential by its
supplier, the manufacturer must submit
a notice directly to EPA containing all
the information known by the
manufacturer about the chemical
identity. In addition, the sup gher of any
confidential reactant must submits -
letter of suppart directly to EPA -~ . -
providing the specific chemical identity
of the confidential reactant. The letter of -

.support must reference the notice

submitter’s name and PMN User Feo
Identification Number. The statutory
review period will commence upon
receipt of both the notice and lstter of
support.

5. Section 720.80 is amended by

‘ revising pemgmph {b)(2) to read as
© follows:

§720.80 Gonenl provisions.
- . » » I
) t x A

(2) if any mformauon is claimed as

* confidential, the person must submit

two copies of each notice form {or -

electronic submismon) and any

attachments. '
(i) One copy ‘of the form {or eleclmmc

complete. In that copy, the submitter..
must designate that information which -

isclaimed as conﬁdential in the manner :
. not the chemical identity and/or the

inistrictions), . -
(ii) The second copy foust be

: complete excepf that all iriformation S

- claimed as confidential in the first i cop!

“must be deleted. EPA will] leca the’
: second copy in the public le! Once ﬂns

. The notice must contain the fo

~ copy has been in the public fils for more

than 30 days, any information contained
within the copy will be’ preaumed tobe
in the public domain.

(tii) If the submitter does not provids
the second copy, or informetion ina
heslth and safety study (except data
clrzimed a3.confidential in eccordance
with § 720.90{(b)) is deleted from the
second copy, the submissicn will be
deemed incomplete and the netice
review period will not begin until EPA -
receives the second copy or the heaith
end safety study information is
included, in accordance with
§720.65(c)(1){vi). - '

- ] ~ - L . B

" 6. Section 720.102 is amended by
revising paregraphs {citoreades -
follows

E 5720.102 ke\ladeowmneﬂ :

mnufec!ure or import.

‘w » » » »

{c) Informatmn to be reported on

- forin. (1) The notice must be submitted

on EPA (Form 7710—) (Form number -
to be assigned), which is available from ~
the Environmental Assistance Division -
{TS-799), Office of Pollution Prevention
and Toxics, Environmental Protection
Agency, 401 M St., SW., Washington,

'DC 20460, The form mn.st be signed and -

dated by the submitting person or
authorized official. All information | .
specified on the form must be provided.
ollowing .
-information:

(i) The specific chemical identity.

(ii) A generic chemical name (ifthe

" chemical identity is claimed as_

confidential by the submitter). -

(iii) The premanufaciure notice (PM’N)
Lumber.

(iv) The date when the submitter
cum:renced manufacture or import for a
commercial purposa (indicating
whether the substance was initially
manufactured in the United States or
imperted).

(v) The name and address of the -
submitter. °

(vi) The name of the euthonzed
official. : ’

(vii) The name and phone number of
& technical contact in the United States:

(viii) The address of the site(s) under
the contrel of the submitter where s

o commencement of me.nufacture

occurred e
(ix) Clear indications of whe!her or’ .

name of the submitter is present]y

R clalmed as conﬁdential bythe
T submnter :

-{2) If the subnmter claims the FRC
' chemiical identity confidential, and *

‘wants the {dentity to be'listed on the

conﬁdennal Inventory, the claim™ must
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be reassertad and substantiated in
accordance with § 720.85(b). Otherwise,
EPA will list the spscific chemical
identity on the public Inventory.
Submitters who did not claim the
chemical identity or submitter identity
to be confidential in the PMN cannot
claim either of these identities as
confidential in the Naotice of
Commencemsnt.

[FR Doc. 93-2774 Filed 2-5-93; 8:45 am}
BILLING CODE 8560-50-F



